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1 )KI Responsive to communication(s) filed on 19 June 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 17-30 is/are pending in the application. 

4a) Of the above claim(s) 27-29 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 17-26 and 30 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. Claims 17, 18, 20-22, 24, 25 and 30 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over US 5,660,170 to Rajan et al. in view of US 4,444,201 to Itoh. 

(claim 17) Rajan discloses an apparatus for providing pressure support 
comprising: 

-a gas flow generating system 6; 
-monitoring means 8; and 
-controlling means 14. 

Rajan discloses that the apparatus delivers inspiration pulses having a starting 
pressure at PEEP level and an end pressure at PIP level (col. 6, II. 27-32). The PEEP 
is disclosed to have any value larger than or equal to zero, but is normally lower than 20 
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cmH20 when determining the opening pressure (col. 6, II. 32-34). However, the PEEP 
can also be above this value if it is necessary to open a collapsed lung (col. 6, II. 37-39). 
Thus, PEEP is used as the "opening pressure", which is maintained during the 
expiratory phase of a breathing cycle. 

Rajan also discloses that several identical inspiration pulses can be provided to 
determine the "opening pressure", that is, respiratory gas flow for the identical 
inspiration pulses is averaged to determine the "opening pressure" (col. 6, 46-52). 

Therefore, Rajan discloses an apparatus having a controlling means for 
determining an average respiratory gas flow to determine the "opening pressure", or 
PEEP, and controls the gas flow generating system such that at least a portion of the 
gas delivered to the portion during the expiratory phase will correspond to the average 
"opening pressure". Gas is also capable of being delivered to the patient during the 
expiratory phase in order to maintain the PEEP level above zero to re-inflate a 
collapsed lung. 

Rajan discloses averaging the respiratory gas flow to determine the "opening 
pressure" but is silent with regards to averaging the PEEP (pressure) level for each 
inspiration pulses. 

However, Itoh discloses another means for determining an average PEEP, 
wherein previous PEEP levels are average for use as a reference pressure for detection 
(col. 4, II. 9-12), which is similar to an "opening pressure". 

Thus, one of ordinary skill in the art would have found it obvious to modify the 
controlling means of Rajan to specifically average the PEEP levels to determine the 
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"opening pressure" because such technique is known in the art, as taught by Itoh, and 
that averaging the actual PEEP levels will provide the best value for the "opening 
pressure". Also, it has been held that use of a known technique (such as the teaching 
of Itoh) to improve similar devices in the same way, or a simple substitution of one 
known means for detecting pressure for another will yield predictable results. KSR Int'l 
Co. v. Teleflex Inc., 127 S.Ct. 1727, 1742, 82 USPQ2d 1385, 1396 (2007). 

(claim 18) As seen in Fig. 2, a portion of the pressure level during the inspiratory 
phase is higher than the baseline PEEP. 

(claims 20 and 22) The monitoring means 8 is proximate the airway of the 
subject, wherein the monitoring means is connected to the controlling means via a wire 
(shown in the circuit diagram of Fig. 2). It is also noted that the term "proximate" is a 
relative term. 

(claim 21 ) Fig. 2 shows a circuit diagram of the device being connected to the 
patient. Therefore, it would be inherent for the system to have a patient circuit interface 
for the device to deliver the oxygen to the patient. 

(claim 24) Rajan discloses a pressure gauge/transducer 10. 

(claim 25) The device of Rajan is fully capable of being portable. 

(claim 30) Rajan, as modified by Itoh, also discloses the method of providing the 
device about to deliver a flow of gas to a patient, wherein the PEEP and other 
respiratory parameters are determined; and wherein the pressure of gas delivered to 
the patient is controlled based on the average of these parameters. 
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4. Claims 19 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Rajan et al. in view of Itoh, as applied in the rejections to claim 17 above, and in 
further view of US 5,551 ,419 to Froechlich et al. 

Rajan discloses a device gas flow generating system having a regulating unit 2, 
which is Servo Ventilator 300, and the controlling means 14 controlling the pressure 
supplied by the gas flow generating system 6. Rajan is silent with regards to how the 
gas flow generating system is controlled by the controlling unit (e.g., by controlling the 
speed of the blower). However, Froechlich discloses a similar device having a gas flow 
generating system 12 and a controlling means 17, wherein gas flow generating system 
is a blower. Therefore, since both gas flow generating system are well known in the 
prior art and both perform the function of regulating the amount of gas pressure 
delivered to a patient, one of ordinary skill in the art would have found it obvious to 
replace the gas flow generating system of Rajan with the system taught by Froechlich. 

5. Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over Rajan et 
al. in view of Itoh, as applied to the rejections to claim 17 above, and in further view of 
US 5,868,133 to DeVries etal. 

Rajan is silent with regards to the monitoring means being connected to the 
controlling means via a wireless signal. However, DeVries teaches a medical device in 
which components are connected via hard wire or wireless (col. 12, lines 41-43). 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to replace the hard wire connection of Rajan with a wireless 
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connection because using a wireless connection or hard wire connection is a mere 
design choice that would be available to one of ordinary skill in the art. 

Response to Arguments 

6. Applicant's arguments filed 6/1 9/08 have been fully considered but they are not 
persuasive. 

The applicant argued that Rajan fails to teach or suggest determining the PEEP 
level based on an average intrinsic PEEP. It was argued that an average "flow" is 
determined instead of an average "pressure". This argument is persuasive and the 
rejection under Rajan alone has been withdrawn. However, the rejection under Rajan in 
view of Itoh is maintained, as further clarified in the rejection to claim 17 above. Both 
Rajan and Itoh discloses the use of a controller and one of ordinary skill in the art would 
have found it obvious to use the means of averaging PEEP of Itoh in the controller of 
Rajan since the average PEEP value can be used as the "opening pressure". 

Conclusion 

7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Darwin P. Erezo whose telephone number is (571)272- 
4695. The examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 


/Darwin P. Erezo/ 

Primary Examiner, Art Unit 3773 


